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ittrical  issues  in  health  besearcb  involving  human 

SISrciPAOTS  IN  LATIN  AMERICA  AND  TBE  CARRIBE^ 
DESCRIPTION  OF  THE  PAN  AMERICAN  HEALTH  ORGANIZATION 

ETHICAL  REVIEW  COMMITTEE  DECISIONS  AND  PRACTICES. 

RomeraJM.  Background:  There  is  growing  dUimsaion  about  ttie  ftto^ion  of 

subiects  in  Momedical  research  in  Latin  Amcanca  and  the  Caribbean.  Howcver,^y  a 
hJm  of  studies  have  been  pubUshed  about  the  Imowledge  ^hcation, 
within  the  region  of  international  ethical  guidelms»  and  ^ 

research.  Objectives:  To:  1)  describe  the  characteristics  of  j^os^  of  healft^^^ 

involving  binrian  participants  in  Latin  America  and  die  Caribbean  (LAC)  siAmitt^^r 

to  c^Lince  of  U»  P»  Wen 

2t  describe  flje  type  and  frequency  of  ethical  issues  identified  by  P^^O  ERC,  ^  5) 
review  the  connnittee*s  approval  deciaons.  Methods:  Retrospective  dcsOTpttvc  ew 
of  47  proposal  appUcatiS^bmitted  to  PAHO  ERC  from  September  2001  to 

2003  Rew^:  PAHO  ERC  reviewed  projects  from  16  (48%)  of  member  state  in  LAC. 

Twenty-nine  (62%)  of  projects  originated  in  Brazil,  Ar^t^  ColcOTbia* 

Foui^  (30%)  ^phcatioiis  received  an  initial  positive  decision,  ^ 

^  (ik)  neSve.  PAHO  ERC  identified  ethical  issues  pci^g  to  mfoOT^ 

^s^nii^tin^t  information  in  31  (66%)  of 
if^;ndmenta  requested  by  PAHO  ERC  was  0.2  for  propc^ 

decisions.  3.6  for  conditional,  and  8.1  for  negative.  cl^^^cd 

evaluations  receive  a  final  positive  decision.  Proposals  subject  to  m  C^an 
rules  or  tegulations  were  associated  with  hi^er  approval  rate  on  initial  review  * 

low.,  number  rfMMrfmmUL  The  mUlmr  fW  ■>°  ^ 

decision  and  oroposal  budget,  number  of  mvestigators,  type  of  PASO  ^ 

proeram.  or  scientific  output  in  the  countiy  in  which  the  study  is  held.  Neith^ 

wafan  found  between  tiheae  fectots  and  tiie  number  of  p^col  arnen^oate 

^Sttee.  Conclusions:  The  ethics  of  res^b  m^W^ 
p^cipante  remains  an  issue  in  Latin  America,  particularly  the  ^  ^ 

LtemSionaJ  ethical  standards  by  investigators  lO  their  ^ 

committees  in  thW  reviews.  The  knowledge,  application  and  acceptance  of  exist  g 

standards  within  the  region  require  further  study. 


OJ_3TR!BIJT!OM  STATEH'IEHT  A 
App.foved  for  Public  Release 
Distribution  Unlimited 


T.  FORREST  KAYS,  TSgt,  USAF 

NCOIC,  IHS  Education  Programs 

USUIiS/PMB 

4301  Jones  Bridge  Road 

Bethesda^MD  20814-4799 

COMM:  (301)  295-9224/DSN:  312-295-9224 

FAX:  295-9298 

F-Tnail  >:kav/s@usul:i».mi1 

Website: 

httPsr/Awwwafms.mil/afihs/ 


To: 


f  7 


PfMMie!  _ _ 


S^^- 

VjLh- - 


Pages: 


Date:  September  23. 2003 


Re: 


ElUnient  aForRevlee*  □  Please  CooHnent  DPleaseRepIy  DPIeaMilWta 


#  Comnwnts: 


UNCLASSIFIED  INFORMATION  ONLY 


